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- The MAILING DATE of this communication appears on the cover sheet with the c rrespondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U S C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 18 August 2003 . 
2a)D This action is FINAL. 2b)K This action is non-final. 

3) \Z\ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) E3 Claim(s) 1-61 is/are pending in the application. 

4a) Of the above claim(s) 17,18 and 20-61 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) [X] Claim(s) 1^16 is/are rejected. 

7) £3 Claim(s) 19 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action, 

12) D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)DAII b)Q Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 



30 Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) 

3) ^ Information Disclosure Statement(s) (PTO-1449) Paper No(s) 04142003 . 6) 



Interview Summary (PTO-413) Paper No(s). 



Notice of Informal Patent Application (PTO-152) 
Other: 



U S. Patent and Trademark Office 

PTOL-326 (Rev. 04-01) 



Office Action Summary 



Part of Paper No. 10312003 
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DETAILED ACTION 



Election/Restriction 



1. Applicant's election with traverse of Group I, claims 1-16 in Paper No. 08182003 
is acknowledged. The traversal is on the ground(s) that each sequence given in the 
claims represents a species of the (3-superfamily conotoxins characterized by a 
conserved cysteine spacing, a conserved disulfide bridging pattern and a conserved 
molecular target and that no serious burden exists for the examiner. This is not found 
persuasive because the argument oversimplifies the situation. First, examiner agrees 
that claim 19 is directed to a polypeptide and, therefore, properly belongs with Group I, 
claims 1-16. The restriction requirement is therefore modified to add claim 19 to Group 
I. The fact that the (3 conotoxins share a conserved cysteine framework and disulfide 
bridging pattern serves to define the superfamily but the structures and functions of the 
p conotoxins are much more varied than applicant would have Examiner believe. A 
superfamily by definition comprises several families and a species of a genus in patent 
language is not equivalent to a family. Two observations support the restriction 
requirement. First, the elected sequence does not even have the cysteine pattern or 
disulfide bridge pattern relied on by applicant to make the argument. Second, the 
burden is not necessarily on the search, since a sequence search is easy to request, 
the burden comes in the reviewing of all the sequence search results. The claims also 
describe many variations that do not appear in the sequence search results. 
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The requirement is still deemed proper and is therefore made FINAL. 

2. Claims 17, 18 and 20-61 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b), as being drawn to a nonelected invention, there being no allowable 
generic or linking claim. 

3. The examiner has required restriction between product and process claims. Where 
applicant elects claims directed to the product, and a product claim is subsequently found 
allowable, withdrawn process claims that depend from or otherwise include all the limitations 
of the allowable product claim will be rejoined in accordance with the provisions of MPEP § 
821.04. Process claims that depend from or otherwise include all the limitations of 
the patentable product will be entered as a matter of right if the amendment is presented 
prior to final rejection or allowance, whichever is earlier. Amendments submitted after final 
rejection are governed by 37 CFR 1.116; amendments submitted after allowance are 
governed by 37 CFR 1.312. 

In the event of rejoinder, the requirement for restriction between the product claims 
and the rejoined process claims will be withdrawn, and the rejoined process claims will be 
fully examined for patentability in accordance with 37 CFR 1 .104. Thus, to be allowable, the 
rejoined claims must meet all criteria for patentability including the requirements of 35 U.S.C. 
101, 102, 103, and 112. Until an elected product claim is found allowable, an otherwise 
proper restriction requirement between product claims and process claims may be 
maintained. Withdrawn process claims that are not commensurate in scope with an allowed 
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product claim will not be rejoined. See "Guidance on Treatment of Product and Process 
Claims in light of In re Ochiai, In re Brouwer and 35 U.S.C. § 103(b)," 1 184 O.G. 86 (March 
26, 1996). Additionally, in order to retain the right to rejoinder in accordance with the above 
policy, Applicant is advised that the process claims should be amended during prosecution 
either to maintain dependency on the product claims or to otherwise include the limitations 
of the product claims. Failure to do so may result in a loss of the right to rejoinder. 
Further, note that the prohibition against double patenting rejections of 35 U.S.C. 121 does 
not apply where the restriction requirement is withdrawn by the examiner before the patent 
issues. See MPEP § 804.01 . 

4. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Information Disclosure Statement 



5. The information disclosure statement filed April 14, 2003 has been considered. 
Please see the attached PTO-1449. 
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Claim Rejections - 35 USC §112 



6. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

7. Claims 1-16 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. This rejection pertains to the "analogs and derivatives" phrase in claim 1 . 

The problem of predicting protein structure from sequence data and in turn 
utilizing predicted structural determinations to ascertain functional aspects of the protein 
is extremely complex. While it is known that many amino acid substitutions are 
generally possible in any given protein the positions within the protein's sequence where 
such amino acid substitutions can be made with a reasonable expectation of success 
are limited. Certain positions in the sequence are critical to the protein's 
structure/function relationship, e.g., such as various sites or regions directly involved in 
binding, catalysis and in providing the correct three-dimensional spatial orientation of 
binding and catalytic sites. These or other regions may also be critical determinants of 
antigenicity. These regions can tolerate only relatively conservative substitutions or no 
substitutions (see Bowie et al., 1990. Science, Vol.247, pp.1306-1310, especially 
p. 1306, column 2, paragraph 2). However, applicants have provided little or no 
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guidance beyond the mere presentation of sequence data to enable one of ordinary skill 
in the art to determine, without undue experimentation, the positions in the protein which 
are tolerant to change (e.g., such as by amino acid substitutions or deletions), and the 
nature and extent of changes that can be made in these positions. Such a definition 
might also read on previously characterized proteins, or alternatively, might include 
proteins with additional functions or activities neither envisioned nor enabled by 
applicants in the current invention. See In re Wands 858 F.2d 731 , 8 USPQ2nd 1400 
(Fed. Cir, 1988) with regard to the issue raised above. 

In In re Wands the issue of enablement in molecular biology was considered. 
There are eight factors to be considered in a determination of "undue experimentation". 
These factors include: (a) the quantity of experimentation necessary; (b) the amount of 
direction or guidance presented; (c) the presence or absence of working examples; (d) 
the nature of the invention; (e) the state of the prior art; (f) the relative skill of those in 
the art; (g) the predictability of the art; and (h) the breadth of the claims. 
The quantity of experimentation is huge due to the staggering number of possibilities of 
changes that could be made to make any analog or derivative. The guidance provided 
in the specification is minimal; even though a large number of possibilities are 
enumerated none are actually shown. No working examples are presented of any 
analogs or derivatives. Although the level of skill in molecular biology is high, results of 
experiments in molecular biology are unpredictable. Therefore, a preponderance of the 
Wands factors demonstrate that an undue amount of experimentation would be required 
for one of skill in the art to practice the instant invention. 
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8. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

9. Claims 1-16 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

A broad range or limitation together with a narrow range or limitation that falls 
within the broad range or limitation (in the same claim) is considered indefinite, since 
the resulting claim does not clearly set forth the metes and bounds of the patent 
protection desired. Note the explanation given by the Board of Patent Appeals and 
Interferences in Ex parte Wu, 10 USPQ2d 2031, 2033 (Bd. Pat. App. & Inter. 1989), as 
to where broad language is followed by "such as" and then narrow language. The 
Board stated that this can render a claim indefinite by raising a question or doubt as to 
whether the feature introduced by such language is (a) merely exemplary of the 
remainder of the claim, and therefore not required, or (b) a required feature of the 
claims. Note also, for example, the decisions of Ex parte Steigewald, 131 USPQ 74 
(Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 86 
USPQ 481 (Bd. App. 1949). In the present instance, claim 4 recites the broad recitation 
"1-4 or 1-3", and the claim also recites "preferably 1-3" which is the narrower statement 
of the range/limitation. 
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Regarding claim 3, the abbreviation "e.g." and the phrase "such as" render the 
claim indefinite because it is unclear whether the limitation(s) following the phrase are 
part of the claimed invention. See MPEP § 2173.05(d). 

Claim 3 is further indefinite in reciting language, "in which Arg residues may be 
substituted by . . ." and other such wording. For this language to be a proper claim 
limitation it ought to say, "Arg residues are substituted by . . 

Claim 3 recites possible substitutions for the amino acids Tyr, Thr, Phe, Trp, Tyr 
again, Glu, the N-terminal Gin and the central Trp. None of these residues appear in 
SEQ ID No 18 and, therefore, there is insufficient antecedent basis for these limitations 
in the claim. Line 13 states "the halogen" but it is unclear to what halogen this refers. 

Claim 6 contains the misspelling "gylcan" which needs to be corrected. 

Claims 10 and 11 are indefinite in beginning with "An" rather than "A" and both 
claims lack antecedent basis for their limitations since SEQ ID No. 18 contains only two 
cysteine residues. 

Claim Rejections - 35 USC § 102 

1 0. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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11. Claims 7-9 and 14 are rejected under 35 U.S.C. 102(b) as being clearly 
anticipated by the amino acid serine. These claims read on derivatives that have been 
truncated to a single amino acid. 

Allowable Subject Matter 

12. Claim 19 is allowable over the prior art. A sequence search for SEQ ID No. 17 
resulted in no hits. However, the claim is objected to as containing nonelected subject 
matter. Cancellation of the nonelected subject matter would permit allowance of the 
claim. 

13. No claim is allowed. 

19. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert A. Wax whose telephone number is (703) 308- 
4471 . The examiner can normally be reached on Monday - Friday, 9:00 - 5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher S. F. Low can be reached on (703) 308-2923. The fax phone 
number for the organization where this application or proceeding is assigned is (703) 
872-9306. 
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Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 
1235. 




Robert A. Wax 
Primary Examiner 
Art Unit 1653 



